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8 2 5  Cha l l e n g e r  Dr ive  

G r e e n  Bay ,  W I 54311 . 8328  

P h  910 - 469 - 1 313  

Fax 888 - 5 70 - 6 460  

w w w  enzy .com 

E n zym a ticThe r apy  
N A T U R A L  M E D I C I N E S ” 

Apr i l  7 , 2 0 0 4  

O ff ice o f N u tr i t iona l  P roducts ,  L a b e l i n g  &  
D ie ta ry  S u p p l e m e n ts, H F S  8 1 0  
C e n te r  fo r  F o o d  S a fe ty a n d  A p p l i e d  N u tr i t ion 
F o o d  a n d  D r u g  A d m in is t ra t ion 
5  1 0 0  P a i n t B r a nch  Pa r kway  
Co l l e g e  Pa rk ,  M D  2 0 7 4 0  

R E : L a b e l  C la ims/D isc la imers  

Dea r  S ir o r  M a d a m : 

Th is  letter is to  n o tify y o u  th a t th e  fo l l ow i ng  p r o d uc t is M a n u fac tu red ,  P a c k e d , a n d /o r  D is t r i bu ted  b y  
E n z y m a tic The rapy ,  Inc.  a t 8 2 5  Cha l l e n ge r  Dr ive,  G r e e n  B a y , W iscons in  5 4 3  1 1  h a s  a  l abe l  th a t c o n ta i ns  a  -  -  
s ta tement  p r o v i d ed  b y  sec t i on  403 ( r ) ( 6 )  o f th e  F e de r a I F o o d , D r u g  a n d  C o s m e tic A c t. E n z y m a tic 
The rapy ,  Inc.  w i shes  to  ta k e  a d v a n ta g e  o f th e  e x e m p tio n  to  sec t i on  201 (g ) ( l ) (C )  o f th e  act  a n d  c omp l y  
w i th  sec t i on  403 ( r ) ( 6 )  o f th e  act. T h e s e  c l a ims  a r e  n o t necessa r i l y  fo r  a  p r o d u c t w e  cur ren t ly  ma r k e t o r  
p l a n  to  ma r k e t i n  th e  i m m e d i a te  fu tu re ,  a n d  m a y  b e  exp lo ra to ry  i n  n a tu re .  

P R O D U C T , N A M E  

C h e w a b l e  
E c h i n a c e a  w i th  
V ita m i n  C  &  
E lde rbe r r y  

S T A T E M E N T S  \ I N G R E D IENT (S )  T O  W H ICH T H E  
C L ’A IM  R E F E R S  

Se l e c te d  synerg is t ic  n u tr ients 
th a t s u p po r t th e  i m m u n e  sys tem 
i n  a  c o n ven i e n t c h e w a b l e  
ta b l e t.* 

V ita m i n  A  (as  V ita m i n  A  pa lm i ta te  
a n d  5 0 %  f rom n a tu ra l  b e ta  
ca r o t ene  w i th  m i xed  ca ro teno ids ) ,  
V ita m i n  C  ( 6 5%  as  asco rb i c  ac i d  
a n d  3 5 %  as  s o d i u m  asco rba te ) ,  
V ita m i n  B 6  (as  py r i dox i ne  H C I), 
Z inc  (as  z inc  g l u c o n a te),  E c h i n a c e a  
P rop r ie ta ry  B l e n d  
E c h i n a c e a  p u p u r e a  w h o l e  p l a n t 
ext ract  4 :l a n d  E c h i n a c e a  
a n g u s tifo l i a  roo t  ext ract  4 :1 , 
E u r o p e a n  E l de r  ( S a m b u c u s  n i g r a )  
Fru i t  E x tract 5 1  

1  cert i fy th a t th e  i n fo rmat i on  c o n ta i n e d  i n  th i s  n o t ice is c o m p l e te  a n d  accu ra te  a n d  th a t E n z y m a tic 
The rapy ,  Inc.  h a s  subs tan t i a t i on  th a t th e  s ta tements  a r e  t ruthfu l  a n d  n o t m is l ead ing .  

B y : 
R o b e r t Dos te r  

Tit le: S e n i o r  V ice  P res iden t  o f S c i e n tific A ffa i rs  

97s  9 1 6 2  
Ech i n a c e a  V i t am i n  C  wth  E tde rbc r ry  Extract 2 e - B W  



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

MP*bJ-y 
Michael P. Devereux 
Chief Financial Officer 

Echinaceu Vitamin C with Elderberry Extract 2e-UN’ 



Enzymatic-Therapy 
NATURAL MEDICINES” 

April 8,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

,PRODUCT NAME STATEMENTS INGREDIENT(S) TO:WHICH THE 
CLAIM REFERS 

1 Chewable Echinacea Vitamin C acts as an Vitamin C (65% as ascorbic acid 
with Vitamin C & L Elderberry 

antioxidant* and 35% as sodium ascorbate) 

I certify that the information contained in this notice is compfete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 
I\ 

825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph. 920-469-1311 

Fax 888-570-6460 

www enzy tom 

&e!!eui ‘q 
Chiefr Financial Officer 
Echinacea Vitamin C with Elderberry Extract 3e-U\V 



EnzymaticTherapy 
NATURAL MEDICINEY 

April 9,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

with Vitamin C & 

STATEMENTS 

Shown to enhance immune 
function.* 

INGREDIENT(S) TO WHICH THE 
CLAIM REFERS 

European Elder (Sambucus nigra) 
Fruit Extract 5:l 

1 Elderberry 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
i Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: 
ji!Lm.u 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

81s Challenger Drive 

Green Bay, WI 54m8328 

Ph 920-469-1313 Michael P. Devereux 
Chief Financial Officer 

Fax, 888-570-6460 
Echinacrn Vitamin C with Elderberry Extract 4c-BW 

www enzy cm I 



825 Ch.sl lenger Drwe 

Green Bay, WI  54311.8328 

Ph. 920.469-1313 

Fax: 888-570 6460 

www enry corn 

EnzymaticTherapy 
NATURAL MEDICINES” 

April 9, 2004  

Office of Nutritional Products, Label ing & 
Dietary Supplements, HFS 810  
Center for Food  Safety and  Appl ied Nutrition 
Food  and  Drug Administrat ion 
5  100  Paint Branch Parkway 
Col lege Park, MD 20740 

RE: Label  Claims/Disclaimers 

Dear Sir or Madam:  

This letter is to notify you  that the fol lowing product is Manufactured, Packed, and/or Distributed by  
Enzymat ic Therapy, Inc. at 825  Chal lenger Drive, Green Bay, W isconsin 5431  I has  a  label that contains a  
statement provided by  sect ion 403(r)(6) of the Federal  Food, Drug and  Cosmet ic Act. Enzymat ic 
Therapy, Inc. wishes to take advantage of the exempt ion to sect ion 201  (g)(l)(C) of the act and  comply 
with sect ion 403(r)(6) of the act. These cla ims are not necessar i ly for a  product we currently market or 
p lan to market in the immediate future, and  may  be  exploratory in nature. 

J’RODUCT NAME STATEMENTS INGREDIENT(S) TO W H ICH THE 
CLAIM REFERS 

Chewable Ech inacea Vitamin A has antioxidant Vitamin A (as vitamin A palmitate 
with Vitamin C & L Elderberry 

properties, and  promotes 
healthy cellular growth.* It 
works synergistical ly with 
vitamin C.* 

and  50% from natural b&a 
carotene with m ixed carotenoids) 

I certify that the information conta ined in this not ice is complete and  accurate and  that Enzymat ic 
Therapy, Inc. has  substantiat ion that the statements are truthful and  not m isleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 419  /o/-/ 

If you  have any quest ions, p lease contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 



825 Chal lenger Drive 

Green Bay, WI 54311-8328 

Ph. 920-469-1313 

Fax: 888-570-6460 

www enzy tow 

EnzymaticTherapy 
NATURAL MEDICINES@ 

April 9, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessari ly for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH ,THE ,o-: ,. CLAIM REFERS 
Chewable Echinacea Zinc boots immunity, helps Zinc (as zinc gluconate) 
with Vitamin C & 1 health cells reprodtke and 1 I 

L- Elderberry 1 protects against free radicals.* 1 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

$lichael P. Devereux 
Chief Financial Officer 

Echimu~l Vitamin C with Eldrrbcrry Extwt 6c-13W 



825 Chal lenger Drive 

Green Bay, WI  243 11-8328 

Ph: 920.469-1313 

Fax 888-570-6460 

www.en*y.carn 

EnzymaticTherapy 
NATURAL MEDICINES@ 

April lo,2004 

Office of Nutritional Products, Label ing & 
Dietary Supplements, HFS 810  
Center for Food  Safety and  Appl ied Nutrition 
Food  and  Drug Administrat ion 
5100  Paint Branch Parkway 
Col lege Park, MD 20740 

RE: Label  Claims/Disclaimers 

Dear Sir or Madam:  

This letter is to notify you  that the fol lowing product is Manufactured, Packed, and/or Distributed by  
Enzymat ic Therapy, Inc. at 825  Chal lenger Drive, Green Bay, W isconsin 543  11  has a  label that contains a  
statement provided by  sect ion 403(r)(6) of the Federal  Food, Drug and  Cosmet ic Act. Enzymat ic 
Therapy, Inc. wishes to take advantage of the exempt ion to sect ion 201(g)(l)(C) of the act and  comply 
with sect ion 403(r)(6) of the act. These cla ims are not necessar i ly for a  product we currently market or 
p lan to market in the immediate future, and  may  be  exploratory in nature. 

- iRODUCT NAME .” 

Glewable Ech inacea 
with Vitamin C & 
Elderberry 

STATEMENTS 

Features supp lements that 
work together synergistical ly to 
boost the immune system 
dur ing times  of stress.* 

T- 

INGREDIENT(S) TO W H ICH THE ,, CLAIM ~EF,ERS 
Vitamin A (as Vitamin A palmitate 
and  50% from natural beta 
carotene with m ixed carotenoids), 
Vitamin C (65% as ascorbic acid 
and  35% as sod ium ascorbate), 
Vitamin B6 (as pyr idoxine HCI), 
Zinc (as zinc gluconate), 
Ech inacea Proprietary Blend 
Ech inacea pupurea whole plant 
extract 4:l and  Ech inacea 
angustifol ia root extract 4:1, 
European Elder (Sambucus nigra) 
Fruit Extract 51  

I certify that the information conta ined in this not ice is complete and  accurate and  that Enzymat ic 
Therapy, Inc. has  substantiat ion that the statements are truthful and  not m isleading. 

By: 
j luuu 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: Y/l 0 10 4 

Echinacea Vitamin C with Elderberry Extract 7c -BW 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 4063608. 

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 

Ecltinacea Vitamin C with Eldcrbcrry Extract 7c-I3W 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



c 

825 Chal lenger Drwe 

Green Bdy, WI 54311-8128 

Ph 920469 1313 

FIX 888.570 6460 

www enzy tom 

Y 

EnzymaticTherapy 
NATURAL MEDICINES@ 

April 11,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 82.5 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessari ly for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

-PRODUCT NAME, 

Chewable Echinacea 
with Vitamin C & 
Elderberry 

L 

*STATEMENTS 

This potent formula is a great 
tasting chewable tablet, proven 
safe and effective for children, 
which boosts the immune 
system and strengthens the 
body’s natural defense 
mechanisms.* 

INGREDIENT(S) TO WHICH THE 
CLAIM ‘REEERS 

Vitamin A (as Vitamin A palmitate 
and 50% from natural beta 
carotene with mixed carotenoids), 
Vitamin C (65% as ascorbic acid 
and 35% as sodium ascorbate), 
Vitamin 86 (as pyridoxine HCI), 
Zinc (as zinc gluconate), 
Echinacea Proprietary Blend 
Echinacea pupurea whole plant 
extract 4:l and Echinacea 
angustifolia root extract 4:1, 
European Elder (Sambucus nigra) 
Fruit Extract 5:l 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

BY: 
+iLteleC 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: Y/ / 4 oy 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

M 
Chief Financial Officer 


